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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 

1. 17(e) has been timely paid, the finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1. 114. Applicant's submission filed on 1/28/04 has been entered. 

2. Claims pending are 1, 3-25 and 27. Claims 12-24 and 27 have been withdrawn from 
consideration. Claims 2, 26 and 28-48 have been cancelled. Claims 1, 4 and 7 have been 
amended. 

Claim Objections 

3. Claim 3 is objected to because of the following informalities: Claim 3 depends from 
cancelled Claim 2. For the purpose of examination, Claim 3 has been interpreted as dependant 
from Claim 1. Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claim 7 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
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Claim 7 as amended introduces new matter as it uses the phrase "inorganic sunblock 
agent has a primary particle size of less than 30 nm" . There is no support in the specification 
for this limitation. The limitation "inorganic sunblock agent has a primary particle size of less 
than 30 nm" was not described in the application as filed, and persons skilled in the art would 
not recognize in the applicant's disclosure a description of the invention as presently claimed. 
The specification states that titanium dioxide, zinc oxide or combinations thereof can be used 
as inorganic sunscreens. Further, the specification discloses preferable diameter of titanium 
dioxide particles of less than about 300 nm. See [0068]. Further, original Claim 7 recites 
particle size of titanium dioxide particles of less than about 30 nm. However, neither 
specification nor original claims discloses the presently claimed particle size of other inorganic 
sunblock agents. Therefore, it is the examiner's position that the disclosure does not 
reasonably convey that the inventor has possession of the subject matter of the amendment at 
the time of filing of the instant application. 

6. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards 
as the invention. 

The language of Claim 4 is confusing because it is unclear whether or not the agents 
listed in lines 4-6 are additional ingredients of the composition. 
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Claim Rejections - 35 USC § 102 

8. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

9. Claims 1, 4-6 and 8-10 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lukenbach et al. (US 5,980,871). 

Lukenbach et al. teach sunscreen compositions containing from about 2 to about 25% 
of an inorganic sunscreen agent such as titanium dioxide, zinc oxide or mixtures thereof, from 
about 0.5 to about 10% of an anionic emulsifier such as sodium stearate, and from about 0.5 to 
about 10% of an oil component comprising a carrier oil and an emollient. See Claim 16; col. 
5, lines 15-67; col. 6, lines 1-36. The ratio of inorganic sunscreen agent to oil component is 
from about 0.3:1 to about 1:1. See Claim 27; col. 6, lines 37-40. The particle size of titanium 
dioxide particles is less than about 300 nm. See col. 6, lines 25-30. The Lukenbach's 
compositions have a pH of above 5 (for example, 6.42 or 7) and SPF of at least 10. See 
Claims 12-14; col. 6, lines 46-54; Examples 96 and 97. The compositions may additionally 
contain antimicrobial agents, depigmenting agents, anti-aging agents, etc. See col. 6, lines 61- 
65; Claim 19. The limitation "non-endocrine disrupting" in Claims 1, 4 and 8 is inherent in the 
compositions of Lukenbach et al. because the reference teaches the same ingredients as 
disclosed in the instant specification, i.e. zinc oxide, titanium oxide, sodium stearate, isopropyl 
PPG-2 isodeceth-7 carboxylate, etc. The compositions of Lukenbach et al. consist essentially 
of the same ingredients as the claimed composition. 

Thus, Lukenbach et al. teach each and every limitation of Claims 1, 4-6 and 8-10. 
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Claim Rejections - 35 USC § 103 

10. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

11. Claims 3 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lukenbach et al. in view of Strickland et al. (US 5,824,659). 

Lukenbach et al. teach sunscreen compositions as discussed above. With respect to 
Claim 3, Lukenbach et al. do not teach aloe of the instant claims. However, Strickland et al. 
teach Aloe Vera (aloe barbadenis Miller) extracts containing cytoprotective oligosaccharides 
useful to protect skin from damaging effects of UV radiation. See col. 1, lines 11-15; Claim 1. 
The Aloe Vera gel of Strickland et al. is produced at low temperatures and "activated" under 
freezing temperatures. See col. 15, lines 29-33; col. 16, Example 1; col. 13, line 62. One of 
ordinary skill would have been motivated to employ aloe extract of Strickland et al. in 
sunscreen compositions of Lukenbach et al. with a reasonable expectation of beneficial results 
such as additional protection of the skin against UV light. 

With respect to Claim 25, Lukenbach et al. teach a one- vessel process for making the 
sunscreen composition comprising first creating the water phase and then adding a carrier oil 
when the temperature of the water phase reaches a certain level, then adding an inorganic 
sunscreen agent and heating and mixing said resultant composition. See col. 8, lines 1-35. 
Although, the inorganic sunscreen is added after the addition of oil phase in the process of 
Lukenbach et al. (as opposed to before the addition of the oil phase in the instant claims), there 
appears to be no criticality associated with the order in which the ingredients are added. 
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12. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lukenbach et al. 
in view of Fardell et al. (WO 93/11742) supplied by the Applicant. 

Lukenbach et al. applied as above. Lukenbach et al. do not explicitly teach inorganic 
sunblock agent having a primary particle size of less than 30 nm as claimed in the instant 
claim. However, Fardell et al. teach substantially transparent sunscreen compositions 
comprising a metal oxide, such as zinc oxide or titanium oxide, or both, having a mean 
primary particle size most preferably from about 15 nm to about 30 nm. See p. 2, lines 20-24; 
p. 7, lines 23-28. Therefore, it would have been obvious to one having ordinary skill in the art 
at the time the invention was made to modify the sunscreen compositions of Lukenbach et al. 
such that to employ zinc oxide having a primary particle size of 15-30 nm. One having 
ordinary skill in the art would have been motivated to do this to obtain substantially transparent 
compositions that are "aesthetically pleasing to the user" as suggested by Fardell et al. 

13. Claim 11 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lukenbach et 
al. 

Lukenbach et al. applied as above. The reference is silent with respect to the IRF and 
NED of the composition. However, the sunscreen compositions of Lukenbach et al. contain 
the same ingredients as the claimed compositions (see above) and are used in skin care for the 
same purpose as the claimed compositions, i.e. for providing "adequate and safe protection for 
human skin." See col. 3, lines 60-63. Therefore, the determination of optimal IRF and NED of 
the composition by routine experimentation is obvious to one of ordinary skill in this art. There 
appears to be no criticality in the ratios since the prior art recognizes and obtains the same 
results. One having ordinary skill in the art would have been motivated to do this because the 



Application/Control Number: 09/682,249 



Page 7 



Art Unit: 1616 

reference demonstrates how to obtain the desired high sun protection and safety of the 
composition. No unexpected result is seen that would demonstrate an unusual result over the 
generic teachings of the "adequate and safe protection" in the reference. 

Conclusion 

14. No claim is allowed at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Lamm whose telephone number is (571) 272-0618. 
The examiner can normally be reached on Mondays, Wednesdays and Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached at (571) 272-0602. 

The fax phone number for the organization where this application or proceeding is 
assigned is (703) 872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private PAIR only. For more information about 
the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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